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This 5 10(k) suimmary of safety and effectiveness in formation is pre pared in accordance with
21 CE-R §807.92.

Date Prepared: January 27. 2014

Manufacturer: Philips Medical Systems Nederland B.
Veenpluls 4-6
.5684-PC, Best, The Netherlands
Establishment Registration Number: 3003768277

Contact: Mr. Klien van Dam, PhD
Regulatory Affairs Manager
+3 140 2795225

Device Trade Allura Xper FD series
Names: Allura Xper OR Table series

Classification Classification Name: Image-intensified fluoroscopic X-ray
system

Classification Regulation: 21 CFR 892. 1650
Classification Panel: Radiology
Device Class: 11
Primary product code: OWB
Secondary product code JAA

Pred icate Device #I Device Name AlluraClar ity Xper FD series X-ray
system

ManittCrutle r Phi lips Medi cal Systems N eder land
B. V.

5 1 0(k) number K130638
Classification Regulation 21 CFR 892.1650
Device Class: 11
Produtct Code: OW B

Predicate Device #2 Device Name Allura Xper FD OR Tables Series
Manufacturer Philips Medical Systems Nederland

B.V.
.5 10(k) number K 1 02005
Classification Regulation 21 JFR 892.1650
Device Class: 11
Product Code: Primary code: OWB

Subsequent code: JAA

Device Description: The AllUra Xper family consists of the Allurt Xper ED series and
the Allura Xper OR Table series and is identified as Allura Xper FD
R8.2. The Allura Xper FD R8.2 is a modular angiographic X-ray
system, based on a set of components that can be combined into
different single and biplane configurat ions to provide specialized
angiography. Combined with a qualified, compatible OR table, the
Allura Xper FD R8.2 can also be used for imaging- in the Hybrid
OR. The Allura Xper ED R8.2 is optionally provided with ClaritylQ
technology, which Utilizes the advanced XRES4 noise reduction
algorithms to reduce quantum noise in X-ray images.
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Indications for Use: The Alura Xper series and the Allura Xper OR Table ses (ihn
the limits of the used OR table) are intended for use on human
patients to perform:

* Vascular. cardiovascular and neurovascular imaging
applications. including diagnostic. interventional and
minimally invasive procedures. This inlu~des. e.g..
peripheral, cerebral. thoracic and abdominal angiography. as
wvell as PTAs. stent placements, embolisations and
throm bolysi s.

* Cardiac imaging applications including diagnostics.
interventional and minimally invasive procedures (Such as
PTCA. stent placing. atherectomnies). pacemaker
implantations, and electrophysiology (EPy).

* Non-vascular interventions such as drainages, biopsies and
vertebroplasties procedures.

Additionally:
* The AlILura Xper and Allura Xper OR Table series is

compatible with a hybrid Operating Room.
* Allura Xpev 11)10 is compatible with specified magnetic

navigation systems.
" Combined with a qualified, compatible OR table, the Allura

Xper OR Table series can be used for imaging in the Hybrid
OR within the applications domains Neuro, Vascular. Non
Vascular and Cardiac. The OR table can also be Lused
standalone for surgical use in the OR.

Technology: The Allura Xper FD R8.2 has the same technological characteristics
compared to the predicate devices, Modifications implemented in
the AllUr a Xper FD R8.2 include the introduction ofa new, state of'
the art FD20 X-ray detector with passive cooling. and a ig~her DQE.
Additionally, a new high voltage X-ray generator with reduced size
is introduced.

Based on the information provided in this premarket notification, the
Allura Xper FD R8.2 is considered substantially equivalent to the
Cuirrently marketed and predicate devices in terms of:

* Design and functionality
* Indications for use
* Fundamental Scientific Technology
* Performance specifications and testing

Non-clinical The Allra Xper R8.2 complies with the Following international and
Performance Data: FDA recognized consensus standard and FDA Guidance

D~ocuments:
* IEC 60601-2-43.
* IEC 60601-2-28.
* ISO 14971:
" IEC 62304.
* FDA Guidance document entitled. "Guidance for the



PHILI'PS
"3 -I-

Device" iSubsosue ay SotwreCotaneiMdia
Prevaret issubmsson for 1 o r Cotane in0Mdica

* FDA Guidance document entitled, "General Principals of
software Validation; Final Guidance for Industry and FDA
Staff' issued Januiary Hl, 2002.

* FDA Guidance document entitled, "Guidance for the
Submission of 5 1 0(kf's for Solid State X-ray Imaging
Devices" issued August 6, 1999.

The test results demonstrate that the Allura Xper I'D R8.2:
* Complies with the aforementioned international and FDA-

recognized consensus standards and/or FDA guidance
documents

" Meets thle acceptance criteria and is adequate for its intended
LiSC.

Therefore, thle Allura Xper FD R8.2 is substantially equlivalent to thle
cuirrently marketed and predicate devices in terms of safety and
effectiveness.

Clinical The subject of this premarket submission, the Altura Xper FD R8.2.
Performance Data: did not require clinical studies to support substantial equivalence.

Sample clinical images that demonstrate diagnostic quality of the
images are provided.

Conclusion: The Allura Xper ED R8.2 is substantially equivalent to the predicate
devices in tenrs of design features, fundamental scientific
technology, indications for use and safety and effectiveness.
Thie changes implemented in the Allura Xper FD R8.2 System do
not render the system to be Not Substantial Equivalent.
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Philips Medical Systems Nederland t3.V.
%/ Klien van Dam., Phi.
Veenpluis 4-6
5684 PC Best
THE NIiTIIERLANDS

Re: K133292
Trade/Device Name: AllUra Xper I'D series: Allara Xper OR Table series
Reglation Number: 21 CU:R 892.1650
Regulation Name: Imiage-I ntcnsi fled Fluoroscopic X-Ray Systemn
Regulatory Class: 11
Product Code: OWII. MAA
Dated: January 27. 20 14
Received: IFebruary 7. 2014

Dear Dr. van Dam:

We have reviewed YOUtI Section 5 1 0(k) premarkel notification of intent to market the device
referenced above and have determined thle device is Substantially equlivalent (Ibr the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to M'vay 28. 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drag,
and Cosmetic Act (Act) that do not require approval of a prelnarket approval application (P'MA).
You may. there fore, market the device, subject to the general controls provisions of the Act. TIhe
general controls provisions ol'the Act include requirements lbr anntual registration, listing of'
devices, good Manufaicturing practice, labeling, and prohibitions against misbranding and
adulteration. Please niote: CDRI-I does nlot evaluate information related to contract liability
warranties. We remind you. howvever, that device labeling must be truth fulI and not nmisleadina.

If Your device is classified (see above) into either class 11 (Special Controls) or class III (P'MA).
it may be subject to additional controls. Existing major regulations affiecting your device canl be
found in the Code oflFederal Rego Iat i o s. "I it Ic 2 I1. Parts 800 to 898. In addition. FDA ma)v
puiblIish lfurthe r annouCLIncecmen ts Concerning )'Ofaf dev ice in the IFede raI Re ai ster.

j) lease be ad visecd that FDI A's i ssutance of a sutibstant ial c q uvalence d eterm inat ion does not me an
hat FD[A has Imlad e a dceterm in ation that YO iir device coimp lies with other req tiri ren is oft he Act

or any IFederal IStatutes anad i-cgaitions ad mini ste red by other Federal agencies. YOU iii ilsi

comply wvith all the Act's requiremencrts. including, but not limited to: registration and listing (2 1
CUR P)art 807);- labeling (2 1 CU:R Part 80 1): medical device reporting (reporting ofniedical
device-related adverse events) (2 1 CU:R 803); good mnanihecturing practice requirements as set

forth in the quality systemIs (QS) regulation (2 1 CUR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 ofthe Act); 21 CUR 1000-1050.
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lf you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
litp://%%ww.I'da.aov/Med icalIl)cvices/RcsoiLirces'IlrYOLu/lndtistrv/delhatit.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 I
CER Part 803), please go to
http)://wwwv.fda.aov/MedicalDeviccs/Safetv/RcportaProbleni/dcrault.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7 100 or at its Internet address
http://wxvw.tda,zov/MedicalDevices/ReSOtircesforYou/lndustrN./default.htim.

Sincerely yours.

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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5 10(k) Number (if known)

K 133292
Device Name
Altura Xper series and Altura Xper OR Table series

Indications for Use (Describe)
The Allura Xper series and the Allurn Xper OR Table series (within (he limits of the used OR table) are intended for use on human
patients to perform:
-Vascular, cardiovascular and neurovascular imaging applications, including diagnostic, interventional and minimally invasive

procedures. This includes, e.g., peripheral, cerebral. thoracic and abdominal angiography. as well as PTAs. stent placements,
embolisations and thrombolysis.
- Cardiac imaging applications including diagnostics, interventional and minimally invasive procedures (such as PTCA. stent placing.
atherecromies). pacemaker inmplantations. and electrophysiology (EP).
* Non-vascular interventions such as drainages, biopsies and vertebroplasties procedures.

Additionally:
" The Altura Xper and Allura Xper OR Table series is compatible with a hybrid Operating Room.
"Allura Xper FDOb is compatible with specified magnetic navigation systems.

* Combined with a qualified, compatible OR table, the Altura Xper OR Table series can be used for imaging in the Hybrid OR within
the applications domains Neuro. Vascular. Non Vascular and Cardiac. The OR table can also be used standalone for surgical use in the
OR.

Type of Use (Select one or both, as applicable)

j0 Prescription Use (Part 21 CFR 801 Subpart D) COver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY

Concurrence of Center for Devices and Radiological Health (CDRH) (Signat urn)
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